The diagnosis and effective treatment of obstructive sleep apnea (OSA) in adults is an urgent health priority. It is the position of the American Academy of Sleep Medicine (AASM) that only a physician can diagnose medical conditions such as OSA and primary snoring. Throughout this statement, the term "physician" refers to a medical provider who is licensed to practice medicine. A home sleep apnea test (HSAT) is an alternative to polysomnography for the diagnosis of OSA in uncomplicated adults presenting with signs and symptoms that indicate an increased risk of moderate to severe OSA. It is also the position of the AASM that: the need for, and appropriateness of, an HSAT must be based on the patient's medical history and a face-to-face examination by a physician, either in person or via telemedicine; an HSAT is a medical assessment that must be ordered by a physician to diagnose OSA or evaluate treatment efficacy; an HSAT should not be used for general screening of asymptomatic populations; diagnosis, assessment of treatment efficacy, and treatment decisions must not be based solely on automatically scored HSAT data, which could lead to sub-optimal care that jeopardizes patient health and safety; and the raw data from the HSAT device must be reviewed and interpreted by a physician who is either board-certified in sleep medicine or overseen by a boardcertified sleep medicine physician.
I NTRO DUCTI O N
The American Academy of Sleep Medicine (AASM) is the leading professional society dedicated to promotion of sleep health. The AASM improves sleep health and fosters highquality, patient-centered care through advocacy, education, strategic research, and practice standards. The AASM endeavors to advance sleep health policy that improves the health and well-being of the general public.
Obstructive sleep apnea (OSA) is a sleep-related breathing disorder that is characterized by repetitive episodes of complete or partial upper airway obstruction during sleep. 1 Untreated, OSA is a potentially lethal disease that increases the risk of numerous health complications, including hypertension, congestive heart failure, atrial fibrillation, coronary artery disease, stroke and type 2 diabetes. 2 Data also suggest that untreated OSA is associated with an increased risk of all-cause and cardiovascular mortality, and this risk can be reduced with effective treatment. 3, 4 Therefore, the diagnosis and effective treatment of OSA in adults is an urgent health priority. As snoring is a cardinal symptom of OSA, primary snoring and OSA are distinguishable only after evaluation by a physician and objective testing. (Throughout this statement, the term "physician" refers to a medical provider who is licensed to practice medicine.) Polysomnography is the standard medical test for the diagnosis of OSA in adult patients when concern arises for OSA, and a home sleep apnea test (HSAT) is an alternative medical test for the diagnosis of OSA in uncomplicated adults presenting with signs and symptoms that indicate an increased risk of moderate to severe OSA.
SPECIAL
HSAT devices (ie, cardiorespiratory portable monitors) are classified by the United States Food and Drug Administration (FDA) Center for Devices and Radiological Health (CDRH) as Class II medical devices, which have moderate risk associated with them and are subject to increased regulatory controls to provide reasonable assurance of safety and effectiveness. 5, 6 Most HSAT studies, including randomized controlled trials that are most generalizable to clinical practice, have involved accredited sleep centers and the clinical expertise of boardcertified sleep medicine physicians. Data suggest that sleep
POSITI O N
It is the position of the AASM that:
• Only a physician can diagnose medical conditions such as OSA and primary snoring.
• The need for, and appropriateness of, an HSAT must be based on the patient's medical history and a face-toface examination by a physician, either in person or via telemedicine.
• An HSAT is a medical assessment that must be ordered by a physician to diagnose OSA or evaluate treatment efficacy.
• An HSAT should not be used for general screening of asymptomatic populations.
• Diagnosis, assessment of treatment efficacy, and treatment decisions must not be based solely on automatically scored HSAT data, which could lead to sub-optimal care that jeopardizes patient health and safety.
• The raw data from the HSAT device must be reviewed and interpreted by a physician who is either boardcertified in sleep medicine or overseen by a boardcertified sleep medicine physician.
DISCUSSI ON
Historically, HSAT devices have been classified (eg, Type III or Type IV) according to the number and type of sensors that are utilized. In contrast to polysomnography, HSAT devices typically do not include electroencephalography (EEG), electrooculography (EOG) or electromyography (EMG) sensors, all of which are required to define sleep versus wake. While polysomnography identifies the severity of sleep-disordered breathing (ie, apnea-hypopnea index or AHI) based on actual sleep time, an HSAT produces an estimate of severity (ie, respiratory event index or REI) based on monitoring time. The conventional sensors used in HSAT devices also are unable to detect hypopneas that are only associated with cortical arousals. Due to these limitations, an HSAT may underestimate the severity of OSA. 8 Although it is less sensitive than polysomnography in the detection of OSA, an HSAT can be ordered by a physician for the diagnosis of OSA when the physician has determined that the patient does not have other medical conditions or risk for other sleep disorders that would preclude the use of an HSAT and has identified signs and symptoms that indicate an increased risk of moderate to severe OSA, rather than mild OSA. 8 The management of OSA also may include a follow-up HSAT ordered by a physician to collect objective data that can help improve or confirm treatment efficacy.
9 Data are insufficient to support the use of HSAT devices for general screening of asymptomatic populations. 10 The AASM Manual for the Scoring of Sleep and Associated Events: Rules, Terminology and Technical Specifications includes scoring criteria for HSAT data and recommends that HSAT devices have the ability to display raw tracings in detail for review, manual scoring or editing of events. 11 The limitations of current automatic scoring algorithms restrict their diagnostic accuracy, and these algorithms are not set up to detect other abnormal findings (eg, sleep-related hypoxia) that may be indicative of underlying pulmonary disease. Therefore, it is essential for the raw HSAT data to be reviewed and interpreted by a physician who is either board-certified in sleep medicine or overseen by a board-certified sleep medicine physician. 12, 13 These data should be interpreted by the physician in the context of the patient's medical history.
CONCLUSI ONS
HSAT devices are diagnostic medical tools that help physicians to provide high quality, patient-centered care for select adult patients who are suspected to have OSA. A physician's diagnosis of OSA is based on a patient's medical history, symptoms from a medical evaluation, and findings from either polysomnography or an HSAT. Decisions to treat OSA, and assessment of treatment efficacy, require the medical judgment of a physician and must take into consideration the patient's symptoms, other medical conditions, and the severity of OSA determined by objective medical testing. The accurate diagnosis and effective treatment of OSA can improve individual health, promote public safety, and reduce overall health care expenses.
